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INTRODUCTION 

The Generic Pharmaceutical Association ("GPhA") respectfully submits this amicus 

curiae brief in support of Plaintiff s pending motion for a preliminary injunction, which GPhA 
understands to have been converted to a motion for sunmiary judgment. GPhA's purpose in 
filing this brief is to give the Court an industry-wide perspective on the Hatch-Waxman question 
presented by this case. 

GPhA is a voluntary, non-profit association comprised of more than 140 manufacturers 
and distributors in the generic pharmaceutical industry, accounting for more than 90 percent of 
the prescriptions dispensed in the United States every year. GPhA's members provide safe and 
cost-effective medicines that are bioequivalent to, and have the same therapeutic value as, their 
brand-name counterparts. Products produced and distributed by GPhA members improve the 
health of Americans while cutting annual health care costs by billions of dollars. 

GPhA has a strong interest in ensuring the preservation of the 1 80-day exclusivity 
provision enacted by Congress. GPhA has no particular interest in whether one company or 
another enjoys a right to 1 80-day exclusivity for pravastatin sodium or any particular generic 
drug. GPhA's members include both first filers and subsequent filers, and indeed, it is typically 
the case that what goes around comes around: A generic company that has filed the first 
abbreviated new drug application for one drug will be a subsequent filer for other drugs. GPhA 
has a strong interest, however, in ensuring the preservation of the Hatch-Waxman Act's carefiiUy 
crafl:ed incentive scheme, which benefits the industry as a whole, as well as consumers. 

GPhA believes that the Food and Drug Administration's action in this case threatens the 
statutory balance between the rights of first and subsequent filers, and thereby may adversely 
affect the millions of consumers and insurers who rely upon affordable generic drugs. In 
enacting the Hatch-Waxman Act, Congress provided for a defined and narrow set of conditions 
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that would trigger the 180-day exclusivity period, and in particular, determined that a judicial 
decision would trigger exclusivity only when it contained a holding that the patent was invalid or 
not infringed. Not only does the FDA's decision conflict with the D.C. Circuit's construction of 
the statute and violate the language of Hatch- Waxman, but it also would fundamentally disrupt 
the carefully calibrated incentive system embodied in the Act, through which Congress has 
ensured that generic manufacturers will challenge potentially blocking patents in order to bring 
the generic products to market as soon as practicable. The FDA's action, while technically 
issued under the pre-amended Hatch-Waxman Act, threatens to undermine generic entry under 
the recently revised Medicare Modernization Act of 2003 as well. Accordingly, GPhA urges this 
Court to enter a judgment setting aside the FDA action. 

FACTS 

In this litigation, Teva Pharmaceuticals USA, Inc. ("Teva") challenges the FDA's 

conclusion that the Hatch-Waxman 1 80-day exclusivity period may be triggered by a district 
court decision that does not include a holding — explicit or implicit — as to invalidity, non- 
infringement, or unenforceability. 

Teva was the first generic manufacturer to file an abbreviated new drug application 
("AND A") for generic pravastatin sodium. Apotex, Inc. also filed an ANDA for generic 
pravastatin sodium. Bristol-Myers Squibb ("BMS"), which sells pravastatin sodium under the 
name Pravachol® , did not concede the invalidity, non-infiingement, or unenforceability of its 
patents, notwithstanding the filing of several AND As indicating an intent to bring the generic 
substitute to market. See Mem. of Law in Supp. of Def 's Mot. to Dismiss Pis.' Compl., Apotex, 
Inc. V. Bristol-Myers Squibb Co,, No. 04 CV 2922 (S.D.N.Y. July 23, 2004) (PL's Mem. in Supp. 
of Application for a Prelimin. Inj. ("PI Mem.") Ex. C). Apotex then brought a declaratory 
judgment action against BMS under Section 505(j)(5)(C)(i) of the Hatch-Waxman Act. After 
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Apotex filed its declaratory judgment action, but before the court ruled on BMS's motion to 
dismiss, the court approved the parties' stipulated dismissal, which was based on "BMS's pre- 
Complaint representations that it has no intention to sue Apotex." Apotex, Inc. v. BMS, No. 04 
CV 2922 (S.D.N.Y. July 23, 2004) (stipulation and order granting dismissal) (PI Mem. Ex. E at 
3). The stipulated dismissal did not include any findings, nor did it enter a holding as to the 
validity, infiingement, or enforceability of the pravastatin patents. Id. 

On June 28, 2005, the FDA issued a letter stating that the district court's entry of the 
stipulated dismissal had triggered the 180-day exclusivity period for generic pravastatin sodium, 
and that the exclusivity period had expired in February 2005. See June 28, 2005 Letter fi:om 
Director of the FDA Office of Generic Drugs Gary Buehler to Philip Erickson ("FDA Letter") 



(PI Mem. Ex. A). 



ARGUMENT 



I. THE FDA'S CONCLUSION THAT EXCLUSIVITY MAY BE TRIGGERED BY A 

STIPULATED DISMISSAL WITHOUT A HOLDING ON THE MERITS OF THE 
PATENT CONTRAVENES BOTH THE TEXT AND THE PURPOSE 
UNDERLYING THE HATCH-WAXMAN ACT. 

The FDA's conclusion that a stipulated dismissal that does not include a holding as to 
invalidity, non-infringement, or unenforceability triggers 1 80-day exclusivity is an improper 
interpretation of the cases decided under the Hatch-Waxman Act (as Teva argued) and is also in 
conflict with the clear language of the Hatch-Waxman Act. There, Congress specified which 
types of court decisions — those holding the underlying patents to be invalid or not infringed — 
could trigger exclusivity. Although it could have chosen to do so. Congress did not provide that 
any and all court decisions could trigger exclusivity. Thus, only those court decisions — 
regardless of who is a party to the court decisions — that meet the congressionally-specified 
criteria can trigger the running of the 180-day exclusivity period. 
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More significantly, the FDA's conclusion, if upheld, would unsettle the incentive system 

of the Hatch-Waxman Act. Congress included the 1 80-day exclusivity provision, and specified 

v^hen the attending benefits would be triggered, to ensure that the promise of exclusivity would 

provide generic companies with the incentive to come to market as soon as possible. By 

disregarding the limitation on which court decisions can trigger exclusivity and allowing any 

court decisions, including those that do not adjudicate and clear void or blocking patents, the 

FDA has cut the legs out from under what Congress determined to be the appropriate incentive 

for bringing generic products to market. As a result of the FDA's action, manufacturers are free 

to bring "challenges" that, in fact, are designed to do no more than run out the clock on 

exclusivity before the generic can ever come to market. The result under both the pre-amended 

Hatch-Waxman Act and the MMA will be to discourage generic manufacturers from competing 

to get exclusivity in the first place, given the likelihood of their losing it before ever receiving its 

benefits. 

A. The 180-Day Exclusivity Period, As It Was Established By Congress, Is 
Essential To The Balance Of Interests And Incentives In The Hatch- 
Waxman Act. 

Generic pharmaceuticals reduce healthcare costs by providing consumers and insurers 
with access to safe and lower cost pharmaceuticals, often before the patents on the branded 
versions of those pharmaceuticals expire. Because the principal barrier to early generic entry is 
the lawful monopoly granted to holders of drug patents, Congress passed the Hatch-Waxman Act 
of 1984, which reflects a legislative compromise between the interests of brand and generic 
pharmaceutical manufacturers that encourages and hastens generic drug entry. See generally 
Drug Price Competition and Patent Term Restoration Act, Pub. L. No. 98-417, 98 Stat. 1585 
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(1984); see 21 U.S.C. §§ 301 etseq:; H. Rep. No. 98-857, at 14-15 (1984), a^ reprinted in 1984 
U.S. C. C.A.N. 2647, 2647-48 (the statute seeks to "make available more low cost generic drugs" 
and "to create an incentive for increased expenditures for research and development of certain 
products which are subject to premarket government approval"). 

While validating, and even extending, protections for branded pharmaceuticals, Hatch- 
Waxman reduced barriers to generic entry by establishing an expedited approval process, known 
as an AND A, within the FDA. Filing an AND A, and providing the requisite certification to the 
patent holder (known as a Paragraph IV certification), is the first step a generic manufacturer 
takes on the road to challenging the "thicket" of potentially invalid or non-infiinged patents that 
can block generic entry. Because the first company to file a complete ANDA is necessarily the 
first company to put the patent holder on notice that a generic product will be marketed prior to 
the expiration of the pertinent patents, the first ANDA filer bears the primary risk of being sued 
by the patent holder and defending against expensive and time-consuming patent litigation. See 
21 U.S.C. § 355(j)(5)(B)(iii) (2000). Congress created significant incentives in the Hatch- 
Waxman Act to encourage generic drug manufacturers to assume that risk and file AND As with 
Paragraph IV certifications. 

The key incentive that Congress included for generic manufacturers is the promise of 180 
days of marketing exclusivity for the first ANDA filer, before other generic manufacturers can 
market their products. During that 1 80-day period, consumers and insurers save money because 
of the availability of the generic alternative, and the first-filing generic drug company can 
recover for the risk and expense it incurred by filing the Paragraph IV ANDA in the first place. 



1 The Hatch- Waxman Act was amended by the Medicare Modernization Act of 2003, Pub. L. 
No. 108-173, 117 Stat. 2066 (2003), however the old Act governs this matter because the 
pertinent ANDA was filed before the new Act took effect. 
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Significantly, Hatch- Waxman bestows exclusivity on the first company to file a complete 
AND A, not on the first company to bring a legal challenge to the brand manufacturer's patents, 
thus encouraging generic manufacturers to move their products through the FDA approval 
pipeline, rather than encouraging them to engage in intra-industry litigation. 

It is this cycle, of which the 180-day exclusivity period is a considered and integral part, 
that results in generic pharmaceuticals coming to market as soon as possible. See FDA, 
Guidance for Industry: 180-Day Exclusivity When Multiple ANDAs Are Submitted on the Same 
Day 3 (July 2003), http://www.fda.gov/cder/guidance/5710fiil.pdf See also FTC, Generic Drug 
Entry Prior to Patent Expiration: An FTC Study (July 2002), 

http://www.ftc.gov/os/2002/07/genericdrugstudy.pdf Two decades after the Hatch- Waxman 
Act, generics now represent more than half of the total prescriptions dispensed in the United 
States but less than 10 percent of the total dollar amount spent on prescription drugs. See GPhA, 
Generic Pharmaceuticals: Getting More and Spending Less, 
http://www.gphaonline.org/policy/pd£^statementl.pdf 

In 2003, Congress amended the Hatch- Waxman Act as part of the Medicare Prescription 
Drug, Improvement, and Modernization Act of 2003 ("MMA"). Pub. L. No. 108-173, 1 17 Stat. 
2066 (2003). In the MMA, Congress added to the attraction of the 1 80-day exclusivity period by 
creating a shared exclusivity provision. Under the new Act and rules, exclusivity is "shared" 
among those companies that file a complete ANDA on the first day of filing. See FDA Guidance 
for Industry, at 4-5. Thus, Congress very recently recognized and validated the importance of 
incentivizing generic manufacturers to bring their products to market as soon as possible. As 
with the earlier Act, Congress again chose to grant market exclusivity to those companies that 
are quick to meet the substantive requirements of filing an ANDA with the FDA, as opposed to 
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granting it to those companies that are quick to engage in litigation with the branded 
manufacturer. 

B. The FDA Has Disregarded The CongressionaUy Mandated Restrictions On 
What Triggers 180-Day Exclusivity. 

When the 1 80-day exclusivity period begins, the lawful monopoly enjoyed by a branded 
manufacturer ends. Because generic manufacturers cannot sell their products in violation of 
valid patents, Congress specified that the 180-day exclusivity period will not begin until all 
legitimate barriers to generic entry have been adjudicated and cleared. The FDA's approach to 
the stipulated dismissal in Apotex, Inc. v. BMS, however, throws open the doors to generic entry 
absent any such determination. Moreover, by disregarding the Hatch- Waxman Act's clear 
requirement that a triggering court decision hold that the certified patent is invalid or not 
infringed, the FDA will fuel precisely the type of Hatch-Waxman Act gamesmanship that 
Congress condemned when it reviewed the Act and passed the MMA. 

Under Hatch-Waxman, the first possible trigger of the exclusivity period is "the date . . . 
of the first commercial marketing of the drug under the [ANDA]." 21 U.S.C. 
§ 355(j)(5)(B)(iv)(I) (1994). This triggering provision is not at issue here, because an 
unchallenged sister patent for Pravachol® does not expire until early 2006. The second possible 
trigger is "the date of a decision of a court . . . holding the patent which is the subject of the 
[Paragraph IV] certification to be invalid or not infringed . . . ." Id. § 355(j)(5)(B)(iv)(II) 
(emphasis supplied). In other words, only after the patent holder's asserted monopoly has been 
adjudicated and determined to be either invalid or not infringed can the exclusivity period start to 
run. Congress thus required a demonstration that the pertinent patent is not a legal barrier to 
generic competition. 
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The FDA is well aware of the importance of resolving the patent dispute in advance of 
generic entry. By regulation, the FDA also allows a court decision holding a patent 
"unenforceable" to trigger the exclusivity period. 21 C.F.R. § 314.107(e)(1) (1999). This is 
because the "FDA believed that /or the 180~day exclusivity to have real meaning for the eligible 
ANDA applicant, the court decision triggering the exclusivity must be the one that finally 
resolves the patent infi'ingement litigation related to the ANDA." See FDA Center for Drug 
Evaluation & Research, Guidance for Industry: Court Decisions, ANDA Approvals, and 180- 
Day Exclusivity Under the Hatch-Waxman Amendments to the Federal Food, Drug, and 
Cosmetic Act 2 (Mar. 2000) (emphasis supplied), http://www.fda.gov/cder/guidance/3659fhl.pdf 
Thus, in the past and present iterations of the statute, exclusivity triggers have been tied to the 
expiration of the brand's legal monopoly. 

Here, the FDA concluded that a district court's stipulated dismissal triggered the 180-day 
exclusivity period. In Apotex, Inc. v. Bristol-Myers Squibb Ca,No. l:04-CV-2922 (S.D.N.Y.), 
the district court entered as an order the joint stipulation of the parties that they disagreed over 
the validity of the patent, but that there was no controversy since BMS, the patent holder, had 
represented that it did not intend to sue. See PI Mem. Ex. E. The court dismissed the action 
without prejudice based solely on absence of a litigation threat. See id. The court did not enter 
any findings or holding as to the invalidity, noninfiingement, or unenforceability of the patent. 
See id. According to the FDA, the stipulated dismissal "qualified as a court decision under 
section 505(j)(5)(B)(iv)(II), triggering the running of 180-day exclusivity." 

The FDA took this position even though the district court did not provide the requisite 
holding as to invalidity, non-infiingement, or unenforceability of the underlying patents. If that 
is correct, then the district court's approval of any dismissal would constitute a triggering 



8 



Csise1l:iSl)5-o^-Sl)1l4l@®-JOB Otocyrnmerntt ^ HtoA m//SU//2mi5 P^[ge1l2dril5 



"decision of a court" regardless of what it held, or even if it held nothing at all. Had Congress 
intended for stipulated orders such as settlements or consent decrees to be court decision triggers, 
it could have expressly said so, as it did in the MMA. See 21 U.S.C. 

§ 355(j)(5)(D)(i)(I)(bb)(BB) (2005). But Congress provided that a judgment in an action would 
constitute a judicial trigger only where there was a "decision of a court . . . holding'' a particular 
result — invalidity or noninfringement — about the patent. The FDA cannot, by administrative 
fiat, read this critical, limiting language out of the Hatch-Waxman Act. 

In 2003, Congress took the opportunity to reiterate in the MMA the importance of 
limiting which court decisions can trigger exclusivity. In a provision that is retroactive to filings 
under the original act such as this one, Congress defined a "decision of a court" under the 
original Act as "a final decision of a court from which no appeal (other than a petition to the 
Supreme Court for a writ of certiorari) has been or can be taken." Pub. L. No. 108-173 
§ 1 102(b)(3). In other words. Congress determined that exclusivity should not, and cannot, run 
until it is certain that the patent can no longer (barring unlikely Supreme Court review and 
reversal) be a legal barrier to the entry of generic altematives into the market.^ 

Of course, Congress could have indicated that any type of court decision could qualify as 
a "decision of a court," just as Congress could have chosen to apply this provision only 
prospectively. Congress, however, chose to limit qualifying court decisions — ^under both the old 
and the new Acts — to those that definitively adjudicate the merits of the underlying patent 
controversy, eliminating any confusion over the types of adjudications that might trigger 
exclusivity by singling out certain types of court decisions and excluding others. Thus, Congress 



^ See also Pub. L. No. 108-173 § 1101(a)(2)(A)(II)(aa) (Congress provided that a settlement can trigger the 180- 
day exclusivity period, but only where the patent holder indicates in the settlement that the patent is not 
infringed or invalid.) 
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reinforced in its Amendments the policy that patent invalidity or noninfringment, and thus 

removal of the patent barrier to legal entry into the market of the generic drug, is the proper 

trigger for exclusivity. 

Even though this case is to be decided under the old Act, the FDA's position threatens the 

exclusivity benefit under the MMA as well. The FDA has disregarded the clear limits set by 

Congress in the old Act on proper triggers of the 1 80 day periods. The MMA, like the previous 

provision, also includes specific, congressionally-mandated limits on what can trigger the 1 80 

days: unappealable final judgments, entry of settlement orders, and consent decrees that indicate 

on the merits that "the patent is invalid or not infringed." 21 U.S.C. § 355 

(j)(5)(D)(i)(I)(bb)(AA)-(CC). If the FDA is allowed to ignore the limits set forth in the old Act, 

the agency easily could use such precedent to ignore these limits (or other unrelated provisions) 

in the MMA as well. 

C. The FDA Action Undermines The Value of 180-Day Exclusivity, The Key 

Incentive That Congress Established To Bring Generic Pharmaceuticals To 
Market, To The Detriment Of Consumers And Insurers. 

Congress crafted and calibrated the 180-day exclusivity provision to ensure that the 
generic pharmaceutical industry is incentivized to develop and bring to market generic drugs. In 
marked contrast to the Hatch-Waxman Act — both in its original form and as amended by the 
MMA — the FDA's position inevitably will dis-incentivize the industry, chilling the very patent 
challenges that the Hatch-Waxman Act was designed to induce. 

The FDA's position undermines the market exclusivity incentive because it permits 
exclusivity to be triggered by any kind of court decision, including those that do not in any way 
resolve the underlying patent dispute. Congress created the judicial-decision trigger to ensure 
that, once the legal barrier to generic competition has been removed, the first generic drug 
company will have a strong incentive to come to market as quickly as possible. If exclusivity 
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begins to run before the underlying patent challenge is resolved, then exclusivity could expire — 
as in the pravastatin sodium case — ^before any generic drug company could bring its product to 
market. If the judicial-decision trigger can be subject to such manipulation, then the 180-day 
incentive provision can no longer serve the purpose of encouraging generic companies to file the 
first ANDA challenge and begin the process of bringing the generic alternative to market. By 
allowing court-decisions that do not resolve the merits of patent disputes to trigger and run down 
the exclusivity period, the FDA has markedly undercut the value of the incentive that Congress 
established to encourage generic market entry. 

The inevitable and cumulative result of the FDA's decision will be to discourage generic 
manufacturers from competing for exclusivity by filing early AND As. The erosion of the 
incentive effects intended to be achieved by exclusivity will result in a collective action problem 
and massive opportunity costs for the entire industry. Rather than race to file ANDAs early and 
run the risk of costly patent litigation without the exclusivity benefit, generic manufacturers that 
would have filed early ANDAs could sit on the sidelines until another generic manufacturer 
challenges the brand patents and opens the gateway for generic entry. As the ANDA filings drop 
off, the rate at which generic pharmaceuticals come to market will also slow, harming the 
generic market, consumers, and insurers. Ultimately and ironically, the only companies that will 
benefit from the FDA's position are the brand-name companies: After 20 years of vibrant 
generic industry competition under Hatch-Waxman, the brands will be back in a world where 
their patents are not readily challenged before they expire because the primary incentive to 
challenge them has been eviscerated, consequently allowing the brands to enjoy their 
pharmaceutical monopolies longer, to the continuing detriment of the public. 
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CONCLUSION 

For the foregoing reasons, GPhA respectfully requests that the Court vacate the Food and 
Drug Administration's decision and declare that a judicial dismissal for lack of subject-matter 
jurisdiction will not trigger the running of the statutory exclusivity when there is no implicit 
finding of invalidity or noninfiingement. 



Dated: Washington, DC 
30 August 2005 



Respectfully submitted, 





leodore Case Whitehouse. 
DC Bar No. 298331 
WILLKIE FARR & GALLAGHER LLP 
1875 K Street, NW 
Washington, DC 20006-1238 
Telephone: 202-303-1000 
Facsimile: 202-303-2000 

Counsel for Amicus Curiae 

The Generic Pharmaceutical Association 



12 



